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DETAILED ACTION 
Status of Claims 

1. In response to the office action mailed on 12/13/07, Applicant amended claims 1 and 
14 and cancelled claim 5. Currently claims 1-4, 6-9, 1 1-18 are pending in the instant 
application. 

Specification 

2. The specification is objected to as failing to provide proper antecedent basis for the 
claimed subject matter. See 37 CFR 1.75(d) (1) and MPEP § 608.01(o). Correction of the 
following is required: specification lacks proper antecedent basis for "the energy for 
aerosolization is supplied solely by the user" (see claim 1, lines 10 and 1 1). 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) lhe invention was patented or described in a printed publication in litis or a foreign counlr) or in public use or on 
sale in this countr) , more than one year prior to the date of application for patent in the United States. 

4. Claims 1, 9, 12, and 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Steil US 3,918,451. 

As to claim 1, Steil discloses a handheld aerosolization apparatus comprising a housing 
defining a chamber (1) having a plurality of air inlets (4, plurality of air inlets 14, and slots 
18), the chamber being sized to receive a capsule (1 1) which contains an aerosolizable 
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pharmaceutical formulation (coll lines 8-10); a puncturing mechanism (12 (blade portions)) 
in the housing for creating one or more openings (13) in the capsule; a shield (12 (flat 
covering portion where pin portions are attached, see fig. 1)) which covers inlets (18) but does 
not cover inlets (4 and 14), the shield comprises at least two covering portions (fig.l), each 
covering portion covering at least one inlet (18). Depending on how the user holds the inhaler 
the shield can prevent blockage of at least two air inlets (plurality of air inlets 14) by user 
grasping the apparatus; and an end section (17) associated with the housing, the end section 
sized and shaped to be received in a user's mouth or nose so that the user may inhale though 
the end section to aerosolize the pharmaceutical formulation and to inhale aerosolized 
pharmaceutical formulation that has exited the capsule (col.l lines 20-25). 

As to claim 9, Steil in figure 1 shows the shield extends longitudinally along the 
apparatus. 

As to claim 12, Steil in figure 1 shows the chamber is elongated and the capsule is 
received lengthwise within the elongated chamber. 

As to claim 13, airflow though the inlets (14) inherently allows a swirling airflow within 
the chamber (1) when the user breathes though the end section (17). 

5. Claims 1-4, 9, and 12-13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Ohki et al. US 5,619,985. 

As to claim 1, Ohki discloses a handheld aerosolization apparatus (apparatus of fig.l and 
9) comprising a housing defining a chamber (6) having a plurality of air inlets (10A, 1 1A, 12, 
and 14), the chamber being sized to receive a capsule (16) which contains an aerosolizable 
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pharmaceutical formulation; a puncturing mechanism (19) in the housing for creating one or 
more openings (fig.9) in the capsule; a shield (18) which covers inlets (10A, 1 1A) but does not 
cover inlets (12 and 14), the shield comprises at least two covering portions (fig.9), each 
covering portion covering at least one inlet (10A and 1 1 A). Depending on how the user holds 
the inhaler the shield can prevent blockage of at least two air inlets (12 and 14) by user 
grasping the apparatus; and an end section (1,2, 3) associated with the housing, the end section 
sized and shaped to be received in a user's mouth (section 3) or nose so that the user may 
inhale though the end section to aerosolize the pharmaceutical formulation and to inhale 
aerosolized pharmaceutical formulation that has exited the capsule (col. 10 lines 24-38). 

As to claims 2 and 4, figure 9 of Ohki shows the shield is a part of the end section. 

As to claim 3, figure 1 of Ohki shows the end section (1, 2, 3) is removably connected to 
the housing (6) and the end section (1, 2, 3) may be removed from the housing to provide 
access to the chamber (9). 

As to claim 9, Ohki in figure 9 shows the shield extends longitudinally along the 
apparatus. 

As to claim 12, Ohki in figure 9 shows the chamber is elongated and the capsule is 
received lengthwise within the elongated chamber. 

As to claim 13, airflow though the inlets (12 and 14) inherently allows a swirling airflow 
within the chamber (9) when the user breathes though the end section (3). 

6. Claims 14, 15, and 18 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gottenauer et al. US 5,881,719. 
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As to claim 14, Gottenauer discloses a handheld aerosolization apparatus comprising a 
housing defining a chamber (interior space of the inhaler of figure 1) having a plurality of air 
inlets (12, 7, and 32), the chamber being sized to receive a capsule (31) which contains an 
aerosolizable pharmaceutical formulation (38); a puncturing mechanism (10) in the housing 
for creating one or more openings in the capsule; a shield (18) which covers a poriton of but 
not all of at least one of the air inlets (shield 18 does not cover inlets 7 and 32, see fig.8); and 
an end section (1) associated with the housing, the end section sized and shaped to be received 
in a user's mouth so that the user may inhale through the end section to aerosolize the 
pharmaceutical formulation and to inhale aerosolized pharmaceutical formulation that has 
exited the capsule, and the energy for aerosolization is supplied solely by the user (see 
column 10 lines 1-6). 

As to claim 15, figure 5 of Gottenauer shows the shield (18) is a poriton of the end 
section (1). 

As to claim 16, airflow though the inlets (32 and 7) inherently allows a swirling airflow 
within the chamber (interior space of the inhaler of figure 1) when the user breathes though the 
end section (1). 

Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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8. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point 
out the inventor and invention dates of each claim that was not commonly owned at the time a 
later invention was made in order for the examiner to consider the applicability of 35 

U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

9. Claims 16 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gottenauer et al. US 5,881,719 in view of Gupte et al. US 5,685,294. 

As to claim 16, Gottenauer lacks the end section is removably connected to the housing. 
However, Gupte teaches an inhalation apparatus with an end section (11) removably 
connected to a housing (10) via a hinge joint (12). Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to connect one side of the 
shield (18) and the end piece (1) with a hinge joint (12) as taught by Gupte for easy access to 
the air inlets (12) for removing any powder clogging the inlets (12). Thus the modified 
Gottenauer' s end section removably connects to the housing and "may be" removed from the 
housing to provide access to the chamber. 

As to claim 17, figure 5 of Gottenauer shows the shield (18) is a poriton of the end 
section (1). Thus the modified Gottenauer' s shield is a poriton of the end section. 
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Response to Arguments 

10. Applicant's arguments with respect to claims 14-18 have been considered but are moot 
in view of the new ground(s) of rejection. 



Allowable Subject Matter 

1 1 . The indicated allowability of claim 5 is withdrawn in view of the newly discovered 
reference(s) to Steil US 3,918,451. 

12. Claims 6-8 and 1 1 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 



Conclusion 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHUMAYA B. ALI whose telephone number is (571)272- 
6088. The examiner can normally be reached on M-W-F 9 am - 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access 
to the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 
(toll-free). If you would like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 
571-272-1000. 



/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



/Shumaya B. Ali / 
Examiner, Art Unit 3771 



